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standard system other than those list-
ed in paragraph (h)(2) of this section
(which may not be modified).

(iii) Specify to a facility the method
of transmission of data to the State,
and instruct the facility on this meth-
od.

(iv) Upon receipt of data from a facil-
ity, edit the data, as specified by
HCFA, and ensure that a facility re-
solves errors.

(v) At least monthly, transmit to
HCFA all edited MDS records received
during that period, according to for-
mats specified by HCFA, and correct
and retransmit rejected data as needed.

(vi) Analyze data and generate re-
ports, as specified by HCFA.

(2) The State may not modify any as-
pect of the standard system that per-
tains to the following:

(i) Standard approvable RAI criteria
specified in the State Operations Man-
ual issued by HCFA (HCFA Pub. 7)
(MDS item labels and definitions,
RAPs and utilization guidelines).

(ii) Standardized record formats and
validation edits specified in the State
Operations Manual issued by HCFA
(HCFA Pub. 7).

(iii) Standard facility encoding and
transmission methods specified in the
State Operations Manual issued by
HCFA (HCFA Pub. 7).

(i) State identification of agency that
collects RAI data. The State must iden-
tify the component agency that col-
lects RAI data, and ensure that this
agency restricts access to the data ex-
cept for the following:

(1) Reports that contain no resident-
identifiable data.

(2) Transmission of data and reports
to HCFA.

(3) Transmission of data and reports
to the State agency that conducts sur-
veys to ensure compliance with Medi-
care and Medicaid participation re-
quirements, for purposes related to this
function.

(4) Transmission of data and reports
to the State Medicaid agency for pur-
poses directly related to the adminis-
tration of the State Medicaid plan.

(5) Transmission of data and reports
to other entities only when authorized
as a routine use by HCFA.

(j) Resident-identifiable data. (1) The
State may not release information that
is resident-identifiable to the public.

(2) The State may not release RAI
data that is resident-identifiable ex-
cept in accordance with a written
agreement under which the recipient
agrees to be bound by the restrictions
described in paragraph (i) of this sec-
tion.

[62 FR 67212, Dec. 23, 1997]

Subparts G–H [Reserved]

Subpart I—Conditions of Participa-
tion for Intermediate Care Fa-
cilities for the Mentally Re-
tarded

SOURCE: 53 FR 20496, June 3, 1988. Redesig-
nated at 56 FR 48918, Sept. 26, 1991.

§ 483.400 Basis and purpose.
This subpart implements section 1905

(c) and (d) of the Act which gives the
Secretary authority to prescribe regu-
lations for intermediate care facility
services in facilities for the mentally
retarded or persons with related condi-
tions.

§ 483.405 Relationship to other HHS
regulations.

In addition to compliance with the
regulations set forth in this subpart,
facilities are obliged to meet the appli-
cable provisions of other HHS regula-
tions, including but not limited to
those pertaining to nondiscrimination
on the basis of race, color, or national
origin (45 CFR Part 80), nondiscrimina-
tion on the basis of handicap (45 CFR
Part 84), nondiscrimination on the
basis of age (45 CFR Part 91), protec-
tion of human subjects of research (45
CFR Part 46), and fraud and abuse (42
CFR Part 455). Although those regula-
tions are not in themselves considered
conditions of participation under this
Part, their violation may result in the
termination or suspension of, or the re-
fusal to grant or continue, Federal fi-
nancial assistance.

§ 483.410 Condition of participation:
Governing body and management.

(a) Standard: Governing body. The fa-
cility must identify an individual or
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individuals to constitute the governing
body of the facility. The governing
body must—

(1) Exercise general policy, budget,
and operating direction over the facil-
ity;

(2) Set the qualifications (in addition
to those already set by State law, if
any) for the administrator of the facil-
ity; and

(3) Appoint the administrator of the
facility.

(b) Standard: Compliance with Federal,
State, and local laws. The facility must
be in compliance with all applicable
provisions of Federal, State and local
laws, regulations and codes pertaining
to health, safety, and sanitation.

(c) Standard: Client records. (1) The fa-
cility must develop and maintain a rec-
ordkeeping system that includes a sep-
arate record for each client and that
documents the client’s health care, ac-
tive treatment, social information, and
protection of the client’s rights.

(2) The facility must keep confiden-
tial all information contained in the
clients’ records, regardless of the form
or storage method of the records.

(3) The facility must develop and im-
plement policies and procedures gov-
erning the release of any client infor-
mation, including consents necessary
from the client, or parents (if the cli-
ent is a minor) or legal guardian.

(4) Any individual who makes an
entry in a client’s record must make it
legibly, date it, and sign it.

(5) The facility must provide a legend
to explain any symbol or abbreviation
used in a client’s record.

(6) The facility must provide each
identified residential living unit with
appropriate aspects of each client’s
record.

(d) Standard: Services provided under
agreements with outside sources. (1) If a
service required under this subpart is
not provided directly, the facility must
have a written agreement with an out-
side program, resource, or service to
furnish the necessary service, including
emergency and other health care.

(2) The agreement must—
(i) Contain the responsibilities, func-

tions, objectives, and other terms
agreed to by both parties; and

(ii) Provide that the facility is re-
sponsible for assuring that the outside

services meet the standards for quality
of services contained in this subpart.

(3) The facility must assure that out-
side services meet the needs of each
client.

(4) If living quarters are not provided
in a facility owned by the ICF/MR, the
ICF/MR remains directly responsible
for the standards relating to physical
environment that are specified in
§ 483.470 (a) through (g), (j) and (k).

(e) Standard: Licensure. The facility
must be licensed under applicable
State and local law.

[53 FR 20496, June 3, 1988. Redesignated at 56
FR 48918, Sept. 26, 1991, and amended at 57
FR 43925, Sept. 23, 1992]

§ 483.420 Condition of participation:
Client protections.

(a) Standard: Protection of clients’
rights. The facility must ensure the
rights of all clients. Therefore, the fa-
cility must—

(1) Inform each client, parent (if the
client is a minor), or legal guardian, of
the client’s rights and the rules of the
facility;

(2) Inform each client, parent (if the
client is a minor), or legal guardian, of
the client’s medical condition, develop-
mental and behavioral status, attend-
ant risks of treatment, and of the right
to refuse treatment;

(3) Allow and encourage individual
clients to exercise their rights as cli-
ents of the facility, and as citizens of
the United States, including the right
to file complaints, and the right to due
process;

(4) Allow individual clients to man-
age their financial affairs and teach
them to do so to the extent of their ca-
pabilities;

(5) Ensure that clients are not sub-
jected to physical, verbal, sexual or
psychological abuse or punishment;

(6) Ensure that clients are free from
unnecessary drugs and physical re-
straints and are provided active treat-
ment to reduce dependency on drugs
and physical restraints;

(7) Provide each client with the op-
portunity for personal privacy and en-
sure privacy during treatment and care
of personal needs;

(8) Ensure that clients are not com-
pelled to perform services for the facil-
ity and ensure that clients who do
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